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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
• Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status -- 



1 )E3 Responsive to communication(s) filed on 22 May 2003 . 
2a)Q This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

" closed ^"accordance with the "practice under Ex parte Ouay/e,"1 935 CD. 1 1 , 453 O.G. 21 3. 
Disp sition of Claims 

4) ^ Claim(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) ±4 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 5^3 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) 03 Claim(s) 1-13 are subject to restriction and/or election requirement. 
Application Papers 

9) S The specification is objected to by the Examiner. 

1O)0<] The drawing(s) filed on 02 November 2001 is/are: a)[3 accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
— See^he-attaGhed^etailed-OffiGe-action-for-a-lis^of-the-Gertified-Gopies-not-received; 



14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) D Acknowled g ment is m ade o f a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) ^ 5) □ Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group VII (claim 5 as it reads on a method of making a 
pharmaceutical product comprising T20/DP178 or a generic variant thereof) in Paper 
No. 9 (22 May 2003) is acknowledged. Because applicant did not distinctly and 
specifically point out the supposed errors in the restriction requirement, the election has 
been treated as an election Without traverse (MPEP § 818.03(a))! 

Claims 1-4 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) 
as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in Paper No. 9. 

Status of Application, Amendments, And/Or Claims 

The preliminary amendment filed 22 May 2003 (Pape4r No. 9) has been entered 
in full. Claims 1-4 are withdrawn from consideration, as discussed above. Claims 5-13 
are under examination, and will be examined only to the extent they read on the elected 
invention (a method of making a pharmaceutical product comprising T20/DP178 or a 
generic variant thereof). 

Specification 

The-disdosureisxb^ 

disclosure is objected to because it contains an embedded hyperlink and/or other form 
of browser-executable codeTAppiicant is required to delete the embedded hyperlink 
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and/or other form of browser-executable code. See MPEP § 608.01 . Correction is 
required. 

The title of the invention is not descriptive. A new title is required that is clearly 
T. indicate title is 

suggested: T20/DP178 IS AN ACTIVATOR OF HUMAN PHAGOCYTE FORMYL 
PETIDE REEPTORS: 

Claim Objections 

Claims 5-1 1 are objected to because of the following informalities: the claims 
specifically recite non-elected subject matter (i.e., T21/DP107). Appropriate correction 
is required. 

35 U.S.C. § 112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 5 is rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a method of making a pharmaceutical product 

comprising-praviding-a-peptide-agent-eomprising^r-20/DP-1-78-ofSEQ-ID-NOr197-and — 

incorporating said peptide agent into said pharmaceutical product, does not reasonably 

provideenablement formethodsnoflfrakifigpharmaceutical products comprising 
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variants of T20/DP178. The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and/or us the 
invention commensurate in scope with these claims. 

The claim is directed to a method of making a pharmaceutical product comprising 
providing a peptide agent corresponding to T20/DP178, providing a cell expressing a 
FPR, contacting the peptide agent with the cell, screening for signal transduction fro the 
FPR, and incorporating the peptide" agent ihfo"a"pharmaceuticar product," wherein the 
pharmaceutical product is an FPR antagonist if there is no signal transduction and an 
FPR agonist if there is signal transduction. Essentially, this is a product by process 
claim, wherein T20/DP178 variants are screened for FPR agonist or antagonist activity 
and then formulated as a pharmaceutical product. 

The specification discloses that T20/DP178 antagonizes FPR member-mediated 
chemoattraction and activation, and thus has several activities which would make it 
useful in a pharmaceutical product. For example, it increases leukocyte migration (see 
Figure 1A). The specification describes h9w to make a few T20/DP178 truncation 
variants (T716, T719, T712 and T914; see p. 14). The specification states that 
functional assays were performed on variants D719 or D712, however, the structures of 
these variants are not disclosed (see pp. 14-15). Therefore, the only peptide that was 
show to be an FPR antagonist was T20/DP178. 

T+ie-problem-of-predicting-protein-stra<tore^ 

utilizing predicted structural determinations to ascertain functional aspects of the protein 
is^xfremely^dmplex; " Wbile~it is RnowTthlatTnahy amino acid Substitutions are 



mm . 
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generally possible in any given protein the positions within the protein's sequence where 
such amino acid substitutions can be made with a reasonable expectation of success 
are limited. Certain positions in the sequence are critical to the protein's 
structure/function relationship, e.g. such as various sites or regions directly involved in 
binding, activity and in providing the correct three-dimensional spatial orientation of 
binding and active sites. These or other regions may also be critical determinants of 
antigenicity. These regions can tolerate only relatively conservative substitutions or no 
substitutions (see Wells, 1990, Biochemistry 29:8509-8517; Ngo et al., 1994, The 
Protein Folding Problem and Tertiary Structure Prediction, pp. 492-495). However, 
Applicant has provided little or no guidance beyond the mere presentation of sequence 
data to enable one of ordinary skill in the art to determine, without undue 
experimentation, the positions in the protein which are tolerant to change (e.g. such as 
by amino acid substitutions or deletions), and the nature and extent of changes that can 
be made in these positions. Although the specification outlines art-recognized 
procedures for producing and screening for active muteins, this is not adequate 
guidance as to the nature of active derivatives that may be constructed, but is merely an 
invitation to the artisan to use the current invention as a starting point for further 
experimentation. Even if an active or binding site were identified in the specification, 
they may not be sufficient, as the ordinary artisan would immediately recognize that an 
active-orbinding-site-must-assume~the"prop 

active, which conformation is dependent upon surrounding residues; therefore 
substitutiorrof non-essentiarresidues can^ften^stroy^actfvityrthe art recognizes that 
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function cannot be predicted from structure alone (Bork, 2000, Genome Research 
10:398-400; Skolnick et al., 2000, Trends in Biotech. 18(1):34-39, especially p. 36 at 
Box 2; Doerks et al., 1998, Trends in Genetics 14:248-250; Smith et al., 1997, Nature 
Biotechnology 15:1222-1223; Brenner, 1999, Trends in Genetics 15:132-133; Borket 
al., 1996, Trends in Genetics 12:425-427). Due to the large quantity of experimentation 
necessary to generate the number of derivatives recited in the claims and possibly 
screen same for activity, the lack of direction/guidance presented in the specification 
regarding which structural features are required in order to provide activity, the absence 
of working examples directed to same, the complex nature of the invention, the state of 
the prior art which establishes the unpredictability of the effects of mutation on protein 
structure and function, and the breadth of the claims which fail to recite any structural or 
functional limitations, undue experimentation would be required of the skilled artisan to 
make and/or use the claimed invention in its full scope. 

Claims 6-12 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

T1re~claims _ aTe _ dire^^ 

comprising providing a peptide agent corresponding to T20/DP178 variants, providing a 
ceil expressing a FPR, contacting the peptide agent with the cell, screening for signai 
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transduction fro the FPR, and incorporating the peptide agent into a pharmaceutical 
product, wherein the pharmaceutical product is an FPR antagonist if there is no signal 
transduction and an FPR agonist if there is signal transduction. 

As discussed above, the specification does not enabled such methods wherein 
T20/DP1 78 variants are employed. For the reasons set forth above, these claims are 
deemed not enabled. 



35 U.S.C. § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 5 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lawless et al. (1996, Biochemistry 35:13697-13708). 

For the purpose of this art rejection, the claims are interpreted as reading on a 
method of making a composition comprising T20/DP178. The term "pharmaceutical 
product" is interpreted as an intended use, and is not accorded patentable weight since 
the steps of the claims do not recite patient populations or specific activities other than 
FPR antagonist activity. The product-by-process step limitations in the claims do not 
serve to distinguish the claims from the prior art, since case law has long established 
that a product made by any other process renders a product-by-process claim 



unpatentable (MPEP 706.03(e)). 
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Lawless et al. teach a method of making a composition comprising T20/DP178 
(see p. 13698, left column). The T20/DP178 inherently has the sequence of SEQ ID 
NO: 197, and inherently has the activity of being an FPR antagonist, thus meeting all of 
the substantive limitations of the claims. 

Conclusion 

No claimsare allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth C. Kemmerer, Ph.D. whose telephone number 
is (703) 308-2673. The examiner can normally be reached on Mon. - Thurs., 6:30 to 
4:00, and alternate Fri.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne L. Eyler, Ph.D. can be reached on (703) 308-6564. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
872-9306 for regular communications and (703) 872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



0196. 
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